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REMARKS 

Itt the OfBce Action dated Febmaiy 26, 2003, the Patent Office teqpiicA restrietioja between the 
followmg groups; 

I Cliim 10; 

n: Claim 20; 

m. Claims 21-22; 

IV. Claim 23; 

V. Claim 24; and 

VI. Claim 25. 

AjipUoants hereby »leot the subject matter of Otoup n, with traverse with respect to Group VI (claim 

25). 

Amendments to the Claims 

This amendment oancels olaima 10, 21-24 that were not elected or trswaed by Applioaats. 
Applicants reserve the right to pursue the nonrelected subject matter in a subsequent divisional 

appIication($). 

Additionally, this amendment cancels claim 20 and adds new daim 26, which is directed to the 
subject matter of elected jproup IT, i.e., a method for predicting a hi^o^e pair fbr the Lxterteokin 4 Receptor 
Alpha(IL4Ra) gene of an individual, and new claims 27-29, which depend from claim 26. Claim 26 focuses 
the elected method by identifying the individual's genotype for the polymorphic sites in the h^lotype pairs 
determined for the reference population deKsribed in the instant ^pUcation. Support for new claim 26 may 
be fbund in claim 20 as originally filed and in the specification at p. 5 1 . Ihies 17- 1 8 and lines 25-2<S, and 
Table 4 on p. 69. Dependent claims 27-29 speoiiy bow various ste^a of the elected method are performed. 
Support for new claim 27, directed to the assigning step in independent claim 26, is found in the 
specification at p.52, lines 1 7-24. Support for new claims 28 and 29, directed to the identifying step of 
independent claim 26, is found in the speoificatioin at p. 49 line 13 through p. 51, line 16. Applicants 
lespoctfiiUy assert that the added claims do not add new mfrfter and their entry is rcspeot&lly requested. 

Traversal of the Restriction Between Gronp n and Group VI 

Applicants respectfully request that Group Vt (claim 25), wbinh is directed to a method of 
haplotyping an individual's IL4Rfl gene, be rejoined with elected Group H (olahns 26-29), wUdi is directed 
to a method for predicting flie haplolype pair for an individual's IL4Ra gene. 

The OfBce Action has required restriction betweea the subject matter of these two groups of olafans 
that it states are distinct inventions. MPEP §808.02 states tliat in order to estabHsh that restriction between 

4 

Receive(llrom<>at4/23/l)32:39:ll3PM[EastemDaylightTiine] ' ' . - 



PIPR.E3.2003 Z:43PM 



NO. 475 P. 6 



distinct invezUioM is proper erne of the feUowing must be shown by appropriate explanation: (A) »pan.te 
olassiilcatlon ttereof ; (B) a aepaiate statiu in the art when they aw olassifiable together or (C) a dififereat 
field of aeansh. The Office Action has reUed upon reason (A), classifying the mdjjod claims of each of these 
groups into two different classifications, and reason (C), requiring difierenC fields of search, for restricting 
the claims. The classification assigned to Group U is class 702, subclass 19 while the classification for 
Group VI is class 435, subclass 6. As elaborated betow, the OfEce Action has i^ed to establish a prima 
feeifl case that Group II and Group VI may be restricted based on reason (A) or reason (C). 

If a restriction requiremesnt relies on reason (A), the requirement must provide an appropriate 
ej^ilanation as to why "each distinct subject has attained recognition in the art as a separate subject for 
jnvcsntive effort, and also a separate field of search." (MPEP §808.02) However, the OfiHce Action has failed 
to provide aprima facie case supporting the divergent classifications of the two Groups because it has foiled 
to provide an ejq>lanBtion as to why the classification given to each of the method claims of Groups H and VI 
is appropriate for tiiat group of claims. Indeed, assignment of the subject matter of the method claims of 
elected Giottp H to class 702, subclass 19, rjither than to the same class assigned to the subject matter of 
Group VI (class 435, subolass 6), is not siaqjorted in the office action by any c;q)l8nation at all. 

The subject matter of Group n is drawn to a method of predicting a h^lotype pair for the IL4Ra 
gene of an uidividual, while Class 702 oovera Data processing: Measuring, Calibrating, or Testing. Class 
702 provides for apparatus and corresponding methods wherein the data processing system or calculating 
computer is designed for or utilized in an aivlronment relating to a apecifie or generic measurement Bysteni, 
a calibration or correction system, or a testing sygtHn, Subclass 19, Biolbgioal or Biochemical, indented 
under Subclass 1, 'Measurement System in a Specific Environment", provides for subject matter wherein tiie 
data processing system or calculating computer is designed fbr oar utilissed in a measurement system directed 
to an environment of life or chemical compound or process in a living system. (See Manual of Patent 
ClassifiBation (MPC), Class 702, Subclasses 1 and 19) However, the class definition further indicates fliat 
for claims classified within subclasses of this class, such as Subclass 19, involving data processing for a 
measurement system in a specific environment, tiierq must be "significant claim recitation of the data 
jwocessing system, process or calculating computer". (MPC, Class 702, Section I.A.) The claims of Group II 
do not fauslttd« significant recitation of tiie data processing system or calculating computer, and thus are 
inappropriately assigned to Class 702, subclass 19. 

In contrast, the Office Action classified the very similar subject matter of claim 25 in Class 435, 
Subclass 6, which is indented under Subclass 4 and tinis provides for a "Measuring Or Testing Ptooegs 
Involving Enzymes Or MierooiBanisms; Composition Or Test Strip Therefore; Prooeeses Of Forming Such 
Composition Or Test Strip" (See MPC. Class 435, Subclasses 4 and 6). AppUoants note they don't 
understand this classification since tiw> scope of claim 25 is not limited to 'a measuring or testing proceaa 
involving an enzyme or microorganism (e.g., a hybridization probe could be used to genotype one or more 
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polymoiphic sites to detetmine tk) haplotype). However, if the Patent Office Snda that this dassiSoatioii is 
appropriate for cUvia 25, thea ^^Ueaats assert that it would be just as appropriate to classify the subject 
mattesr of Sndepeodent claim 26 in the sane way, although the method of intkrpeaideat claim 26 siso does not 
require use of an enzyme or microorsamsm. Indeed, the obgective of the method of haplotyping of daim 25, 
detetmining whether m individual has one or more haplotypes in Table 5. will in feet be achieved by 
petfonning the haplotype pair prediction method of indepeodect claim 26. The sfpeoiflcation (at page 52, 
lines 17-29) indicates to the reader what the skilled practitioner would know: that the method of haplotype 
pair prediction (claim 26) is simply one indirect method of haplotyping an individual (claim 25). Because of 
this close relationship between the subject matter of claim 25 with that of claim 26, these daims shcmld in 
feet have the same classification and thus a restriction based on separate classification is improper. 

The Office Action also relied on an alleged need to search different fields as a basis for requiring 
lestricdon between the claims of Group n and Group VI. However, the only apparent explaiiation for this 
allegatton is the unsupported different classification of the two Groups, which as demonstrated above is 
improper. Urns, .Applicants lespectfUly assert that the OfiSce Action felled to establisb a prima facie ease 
that a separate field of searoh is indeed required for the two Groups. 

Indeed, A|>pUoants submit that a separate fidd of search should not be required to examine claims 25 
and 26-29 for novelty and nonobviousness. The method of claim 25 is drawn to a method of haplotyping an 
individual comprising determining whether the individual has one or more of the haplotypes in Table 5. The 
method of claim 26 is directed to » method for predicting a haplotype pair of an individual conning 
identifying a genotype for the individual at each of the polymorphic sites in the haplotype pain in Table 4 
and assigning a haplotype pair to the individual that is consistent with the data. Each of the IMRb 
haplotypes in the Table 5 recited in claim 25 is present in one or moi« of die IL4Ro haplotype pairs in the 
Table 4 recited in claim 26. Since each of these IL4Rc» haplotypes and IL4Ra haplotype pairs involve the 
same human gene, the same genomic backbone structure, the same set of 39 polymorphic sites, and the same 
set of 53 haplotypes, Applicants respectfully assert that the same sourcea of prior art (e.g., scientific Uterature 
on the IL4Ra gene, sequence databases, polymorphism databases, and the like) would need to be searched 
and have not been able to imagine what fypes of prior art sources would be relevant to searching one claim 
and not the other. Applicants respectfeUy assert that the Patent OfQoe may not maintain a restriction 
between claims 25 and claim 26 based on different literature and sequence searches without stating /ioivthey 
would be dif&rent. 

As established above. Claims 25 and 26 may not be properly i«sbriirted based on separate 
classification (Reason A) or different fields of search (Reason O, Hie leaaona relied upon in the Office 
Action. Furthermore, Applicants respectfblly assert fiutt these claims may not be restricted baaed on a 
separate classification in the art when th^ are classifiable together (Reason B ofMPBP §808,02). 
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For a lesMctioa requJuemeat to rely on reason (B), the requinmcnt must provide an appropriate 
ejcplaastioii that even "though they are classified together, each subject osabe shown to have fornied a 
sepamte subject for inventive effiMf. (MPEP §808.02) The method ofclaim 25 is drawn to a method of 
haplotyping an individual comprising detennining wheduar the individual has one or more of the haplotypes 
in Table S. A h^lotype, as defined id the instant i^jplication, is a phased 5' to 3' sequence of nueieotides 
found at a set of poiymorpMc sites In a locus on a single ciaomosome from a single individual. The m^od 
of claim 26 is directed to a method for predicting ahaplotype pair of an individual comprising identi^g a 
genotype for the individual at each of the polymoipMo sites in the haplotype pairs in Table 4 and assigning a 
haplotype pair to the individual that is consistent with tiie data. Each of the haplotype pairs in Table 4 
oompriaes one or two of the haplotypes in Table 5. Determination of the haplotypes in Table 5 and the 
haplotype pain in Table 4 fbund in the refeience population based on the genotypes of individuals in that 
population was achieved by a single inventive effort by the AppUcants. Consequently, claims 25 and 26, 
drawn to mefhoda of haplo^yping the IL4Ra gene in an individual and pnsdioting Ihe haplotype pair for flie 
BURo gene in an individual, respectively, do not have separate status in the art and may not properly be 
restricted baaed on reason (B). 

The MPEP at §808.02 staites that where '♦classificalion is the same and the field of search is the same 
and there is no clear indication of separate future olassifiostion and field of search, no reasons exist for 
dividing among related inventiona." As demonsteated above, claims 25 and 26-29 should have the 5am« 
classification, these claims have the same status in the art, and do not require different fields of search. 
Moreover, since the method of haplotype pair prediction (claim 26) is simply one nidirect method of 
baplotyping an individual (claun 25), there is no clear indication of cause &a separate future classification or 
separate field of search for these claims, Thus, restriction between claims 25 and 26 for examination 
purposes is improper and rejoinder of claim 25 with elected Group H (claims 26-29) is requested. 

It is believed float no additional fees fiw claims are due, however if that is incorrect. Applicants 
hereby authorize you to debit deposit account 50-1293. 

Should any questions arise, or if AppUoants' Agent can f^iUtate exammation of thia ^Ucatton, it 
is re^tfiilly requested that the undersigned Agent be contaated so that any remaining issues can be 
resolved. 

Respectfiilly submitted, 

TeL No. 203-786-3468 Qenaiasance Phanaacenticala, Inc. 

B.shaner@genaissanoe.6am Five Science Park 

New Haven, CT 065 11 
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